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A method o f treati ng a human cancer patien t, sa id patien t having 

undergone a malignant cell debulLg procedure and being at risk for disease relapse 
due to a population of residual lalignant cells that may remain viable in said 
patient following said debulking procedure, comprising: 

a) providing a sarriple of stem cells from said patient, said 
sample being suitable for autologous transplantation into said patient; 

b) performing an autologous transplant of said patient with 
said sample; 

lent until said patient is partially 



c) monitoring said 
hematopoiesis recovered but i 

d) administering 
allogeneic peripheral blood 



leuW 



t fully immune-reconstituted; 
aid patient an HLA-compatible, 
,cyte preparation having lymphocytes, 



in a regimen that causes a clinically significant graft-versus-malignant 
cell response; and 



. e) monitoring said pa 
deriving from said population. 



ient for levels of malignant cells 
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The method of clainAl, wherein said regimen comprises the follow 
teps in sequence: 

atient by administration of about 107 
of HLA-compatible, allogeneic peripheral 



patient for indications of a graft-versus- 



a) treating said 
cells /k g to abou t 10 9 cells /R 
blood lymphocytes; 

b) monitoring said 

malignant cell response; and 

c) . if no or insufficient graft-versus-malignant cell response 
develops in said patient, escalating said treatment by performing at 
least one procedure selected from the group consisting of (1) 
administration of a numb Jo| HLA-compatible, allogeneic peripheral 

re/ 



blood lymphocytes great*; 
administered in step (M C> 



than the number of lymphocytes 
administration of a number of HLA- 



compatible, allogeneic p^ripieral blood lymphocytes at least as great as 
the number of lymphocytes administered in step (a), accompanied by 
administration of at least onl T-cell-activating cytokine to said patient; 
(3) administration of HLA-coLatible, allogeneic CAL's to said patient; 



and (4) administration o 



HLA-compatible, allogeneic CAL's, 
accompanied by administration in viva of at least one T-cell-activating 
cytokine to said patient; 
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21 wherein more than l\ne of said procedures is performed if no or 

22 insufficient graft-versus-rAalignant cell response develops in said 

23 patient following said first c|r subsequent procedure. 



! 3. The method of clHim 2, wherein step (a) further comprises 

2 administration in viv£ of at least o^e T-cell-activating cytokine to said patient. 

! 4 . A method of treatind a human cancer patient, said patient having 
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undergone a malignant cell debulkiikg 
due to a population of residual n^a} 



patient following said debulking pj/<LJdure, comprising: 



procedure and being at risk for disease relapse 
ignant cells that may remain viable in said 



a) providing a sim| 



e of stem cells from said patient, said 
sample being suitable for JutcAjgous transplantation into said patient; 

b) performing an autologous transplant of said patient with 
said sample; 

c) monitoring said (patient until said patient is partially 
hematopoiesis recovered but islnot fully immune-reconstituted; 

d) administering tol said patient an HLA-compatible, 
allogeneic peripheral blood leukocyte preparation having lymphocytes, 
in a regimen that causes a mild iraft-versus-host response; and 

e) monitoring said platient for levels of malignant cells 
deriving from said population. 
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The method of claim \, wherein said regimen comprises the following 
teps in sequence: 

a) treating said p atient by administr ati on of about 10? 



cells/kg to about 109 cells/kgjof HLA-compatible, allogeneic peripheral 

blood lymphocytes; 

b) monitoring said Ipatient for indications of a mild graft- 

versus-host response; and 

c) if no or insufficitn^raft-versus-host response develops 
in said patient, escalating safe treatment by performing at least one 
procedure selected from the/pjSdp consisting of (1) administration of a 
number of HLA-compatib/e, Jlllgeneic peripheral blood lymphocytes 
greater than the numbe^of lymphocytes administered in step (a); (2) 
administration of a number o HLA-compatible, allogeneic peripheral 
blood lymphocytes at least al great as the number of lymphocytes 
administered in step (a), accompanied by administration of at least one 
T-cell-activating cytokine to slid patient; (3) administration of HLA- 
compatible, allogeneic CAL's tl said patient; and (4) administration of 
HLA-compatible, allogeneic C/iL's, accompanied by administration of 
at least one T-cell-activating cytdkine to said patient- 
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20 wherein more than one of said procedures is performed if no or 

21 insufficient graft-versus-host response develops in said patient 

22 following said first or subsequent procedure. 



! 6 . The method of dlaim 5, wherein step (a) further comprises 

2 administration in vivo, of at least |pne T-cell-activating. cytokine to said patient. 
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thod of claim 4, wherein said regimen comprises the following 



steps in sequence: . 

a) administering/|o 
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said patient about 107 cells/kg to about 

/ 



109 cells/kg of HLA^oUatible, allogeneic peripheral blood 
lymphocytes and at leased ' -cell-activating cytokine to said patient;; 

b) monitoring saic| patient for signs of a mild graft-versus- 
host response; 

c) if no or insufficient graft-versus-host response develops 
in said patient, administering labout 10? cells/kg to about 109 cells/kg of 
HLA-compatible, allogeneic |f AL and at least one T-cell-activating 

cytokine to said patient; and 

d) monitoring said patient for signs of a mild graft-versus- 

host response. • 
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8 The method^f claim 4, wherein said regimen comprises the following 

steps in sequence: 

a) administering to said patient about 105 cells/kg to about 

1 ,Q9_ceU S 7_kg of H ^A-compatible, a llo geneic peripheral blood 
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lymphocytes, said ALA-compalible, allogeneic peripheral blood 
lymphocytes comprising CAL, and at least one T-cell-activating 

cytokine to said patient 

b) monitoring said patient for signs of a mild graft-versus- 

host response; . 

inslufLient graft-versus-host response develops 



!ne 



and 



a about 105 cells/kg to about 109 cells/kg of 
c CAL and at least one T-cell-activating 



c) if no or 
in said patient, adminis 
HLA-compatible, alio 

cytokine to said patie 

d) monitoring sa|d patient for signs of a mild graft-versus 

host response. 



1 9. 

2 from the group consisting 



The method of claim A 3; 5, 6, 7 or 8 wherein said cytokine is selected 
ine of IL2, Iu\lL5, IL6, IL7, EFNcc, IFNy and TNFa. 



1 10. 



2 marrow. 



The me 



thod of claim 4, therein said stem cells are obtained from bone 



58 



! n. The method \f claim 4, wherein said stem cells are obtained from the 

2 peripheral circulation. 



Thc^^^^/l^- 4 " Whe r6in $aid C6llS ar ^° bt ^i^-^— 

2 sources selected from the glup consisting of fetal tissue, fetal circulation and 



4 12. 



3 umbilical cord blood. 



1 13. 
Hi cells. 

felts* 
fcs? 

p 

$ «• 

cells. 

5 

ry 



p 



1 15. 
cells. 



The method of claim 4, wherein said malignant cells are leukemia 



The method of elai 



\, wherein said malignant cells are lymphoma 



The method if claimU, wherein said malignant cells are breast cancer 



1 i6. The method of claim \ or 

2 fully HLA-matched with said patient! 



4, wherein said HLA-compatible cells are 



1 17. The method of claim 1 o\ 4, wherein said HLA-compatible cells are at 

2 least haploidentical with said patient. 
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! 18 . The method o\ claim 1 or 4, wherein said HLA-compatible ceils are 

2 single HLA locus-mismatchek cells from a sibling of said patient. 
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19. 



2~ biological cell container ffi 

3 material contains a labdj o 

4 container and any contents tr 



An article of/|anufacture comprising packaging jnalerial 

hTsaid packaging material, wherein said packaging 
•^package insert indicating that said biological cell 
erein are to be used in the method of claim 1 or 4. 
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